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OBPA3EIl
TEXHHYECKO IIPEJVIO’KEHHE

no o6u4ecmeena nopwiKkac npet)mem:

»JJocmaska Ha OUAZHOCMUKYMU U KOHCYMamueu 3a CITHH, ¢upychu xenamumu B
u C, cupunuc u Opyzu cexcyaiHo npedasanu uHpexuyuu no Hayuonanna npozpama 3a
npeeéenyua u Koumpon na XHB u cexcyanno npedasanu unpexyuu e Penybonuxa
Bunzapun 2017-2020 2. 3a HyscOume Ha cmpanama npes 2018 2.”, no obocobGena/u
nosuyuu:

Mo 13 — Tecmose 3a duaznocmuxa na Toxconnasmosza ELISA IgA

HacTtoamoTo TEXHUYSCKO MPCITIOKECHHC © noaaacHo OT:

¢upma ,EJITA 90 M“ OO0
/HAUMEHOBANUE HA YHACHUKY
. H TIOIIHCAHO OT: a-p Teonop MBanos 3am¢pupos
/mpu umena/
B KaUeCTBOTO My/HM Ha: Yupasurel
fomeoscocm/
Cvovprcanue:

1. JIOKYMEHT 3a yIIbIHOMOIIABaHe, KOraTo JHIETO, KOETOo mojiaBa o¢eprara, HE €
3aKOHHMAT IPEJCTaBUTE] Ha yJaCTHHKA,

2. TlpenmoxeHue 3a H3IBIHCHHUE Ha OPHYKATA B CHOTBETCTBHE C TEXHUICCKHTE
crienQUKaLMHA ¥ H3UCKBAHUATA HA BB3JIOKMUTENS,

3. Jlexnapanus 3a ChIIIaCHE C KJIay3UTe Ha NPHJIOKEHHAS [IPOCKT Ha IOTOBOP;

4. Jlexiapaums 3a CpOKa Ha BaIHAHOCT Ha odepTaTa;

5. OduupamHE JOKYMEHTH, OIHMCAaHHS H/HH opHIMaTHA  KaTaio3d  Ha
IPOM3BOIUTEA/ATE HA H3/ETUATA.

6. Jleknapauus, ¢ NPHJIOKEHO H3BJeYeHHE OT Crucpka mo wi.l, 1.1, 6yksa "6" ot
Hapen6aTa 3a yclIOBUATA H PeAa 3a ChCTABAHE Ha CIHCHK Ha MEIMIMHCKHTE H3AETHA 110 WI.
30 ot 3MU u 32 onpeesHe Ha CTOMHOCTTa, [I0 KOATO Te Ce 3aIljamaTt, OT KOeTo U3BJICUCHHE
¢ BAAHA NpOJAaKHATA IIeHa IO CMHUChIIA HA § 1, T. 29a or 3MH, BBB Bpb3Ka C § 1, 1. 4ot JIP
na Hapen6ara, 3a BCAiKa MO3ULHS, 32 KOATO € IIOAAACHA ojeprTa;

7. 3aBepeHo Koliue Ha oQHuIpaieH JOKYMEHT, H3aCH OT HAIJI, ot KOHTO € BUAHO, Y€ 3a
CHOTBETHOTO MEIHIMHCKO H3/C/IHE HAMA PETUCTPHPAHH aHHH B UAJI w/wm EUDAMED 3a
HHIMAEHTH/TOTEHIMAHY WHIMICHTH IIpe3 NOCNIEIHATE [1Be TOMHH, KaKTO | OJIOKMpaHH HIIH
M3TErJIeHH TNApTHAM OT ChIIOTO MEMHMUMHCKO H3[ENMe IPE3 MOCIEIHUTE 2 TOAMHH.
IIpencrasenus nokyment o MAJI ciensa na OB€ U3AAACH NMPEAX HE IIOBEYE OT €ANH MeCeI
OT MOZaBaHe Ha oepTa OT yYaCTHHKA.; ' A

8. Jleknapanus, B KOATO ja GbJie TOCOYCHO METHIMHCKOTO H3NETHUE 33 KOCTO ce yaacrea
¥ KOHKpETHHAT o0mecTeH GOHI Ha ChOTBETHATA ABPXKABA, 110 KOMTO ce 3amalia; '

9. Moctpa o603Ha4eHa 1O HAYUH, OT KOHTO Jia € BUJHO HA KOE HpeI0KEHHE OTTOBaps

(omnocumo 3a obocobenu no3uyuu M Ne 2 u29);
10. 3aBepeHO KONHE Ha BATHIICH cepruduxar BJIC EN ISO 13485:2012 / ISO 9001:2012

HIHM [MO-HOB WM €KBHBAJICHTEH, C o0xBaT CBIJIACHO NMpeaMeETa Ha o6ocoOeHaTa 1103H

-

KOATO C€ yqacTBa, A3aa7cH Ha UMETO Ha TTPOU3BOJUTEIIA.

| Grenkees Prrotbine
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 11. 3aBepeHo xomue Ha ACKIIapaliiiTa 3a CBOTBETCTBHE ¢ JlMpekTuBa 98/79/EC,

H3Nla/IeHa OT MPOU3BOAMTENA M KomHe Ha EC CepPTHHKAT 3a CHLOTBETCTBHE C Jupextusa
98/79/EC, m3nanen or HOTH(UIHpPaH Oprad Mo cmuchaa Ha 3MU (omnocumo 3a nosuyuu
NeMe ], 2,3, 4,57, 89 11,12 13, 16,17, 18,19, 20, 21, 38 u 41);

12. 3aBepeno xomue Ha ACKJIapanusaTa 3a ChOTBETCTBHE ¢ JlMpeKTHBa 98/79/EC,
H3J1a7icHa OT NPOU3BOMHUTENS (OMHOCUMO 3a nosuyuu NeNel4, 15, 27, 34, 35, 36 u 37);

13. Nexnapanus, ue AMArHOCTHKYMHUTE wIe OBAAT B chOTHOMIEHHE 30% rojJIEMHA KBbM
70% Maiku onmakoBxu (omnocumo 3a ouaznocmuxymume no 060cobeny nosuyuu NeNo ], 3, 7
u 15 3a nvpeuuna duaznocmura na CIIHH, xenamum B, xenamum C yu cughunuc);

14. Jexnapanus, ue ANArHOCTHKYMHTE Ca OKOMIUIEKTOBAHH CHC CHOTBETHHS Opoit
TUIAKH ¥ BPBX4ETa M BCHYKH TECTOBE, 33 M3IIBIHEHHETO HA KOHTO C€ HM3HCKBaT, Ie Opaar
OKOMILICKTOBaHH ChC CHOTBETHHSA GPOit BphXyeTa, CB0OOpa3Ho Gpos Ha TecToBeTe (ommnocumo
34 OuazHocmuKymume no 060cobena nosuyus Ne 14 3a TIIXA);

15. Mexnapanus, B xosTo e I0OCOYCHO, 1€ aKo 3a u3paboTBaHe Ha HAKOM TECTOBE HAMA
HalMiHa anaparypa, me Gbjae NpeacTaBeHa TakaBa H Ime 6Bae mommspxana 3a BpeMmero, B
KOETO ce H3pabOTBAT TeCTOBETE (8 MpunoNCUMUME cyyau)

16. leknapanus, B kosTo e TI0CO4CHO, Y€ IIE Ce NOAMBPKA 32 CMETKA Ha H3IIBbITHHTELs
HaIWdHaTa M3BBHTAPAaHUMOHHA anapatrypa, Ha KOSTO e ce H3paboTBaT TecTOBeTE
(Hanmynara anaparypa e ceracHo npunoxeHne Ne 2);

17. Nexnapauus, B kosiTo e HIOCOYCHO, Y€ MPEIOCTABEHATA 32 CMETKA HA M3ITbIHATE/IS
anaparypa, Ha KOATO 1le ce paGoTH ¢ TecTOBeTe me 6BJe ¢ TeXHHIECKH IIapaMeTpH He I10-
HHUCKH OT TE3U Ha CHIIECTBYBAINATA (6 NPUIONCUMUME cayyau),

18. Hexnapauns, B xosro e 1I0COYEHO, 4C M3MBIHHTENA e MPENOCTaBH anapar 3a
aBTomMaTHiHa excTpakuus Ha PHK, ako 3a TecToBere 3a BHPYCEH TOBap C€ M3HCKBA
CKCTpakuus Ha BUpycHa PHK (¢ npunoscumume cayvau);

19. lexnapanus, B xosto e TI0COCHO, Y€ M3NBIHUTE]IA Ie OCUTYPH IPOrpaMUpPaHETO
Ha HaTHYHATa anaparypa 3a u3paGoTBaHETO H CHHXPOHU3HPAHETO Ha JOCTABEHHUTE TECTOBE;

20. lexmapanus, B KosTO € HOCOEHO, Y€ TMAarHOCTHKYMHTE IO 060CO6EHa MO3MIMST
Ne 7 3a nepBHYHa muarHOCTHKA Ha XemaTuT B /HBsAg / - EJIN3A u 060cobena mo3uims Ne 8
34 NOTBBpANTENHA nHarHocTuka Ha HBsAg me 6naar odepHpaHH KOMIUIEKCHO H Ie c¢a OT
CIIUH POU3BOIUTEII (8 npUnodCUMUme Cryuau);

21. Jlexnapauus, B KoATO € II0CO1CHO, Y€ TECTOBeTE 10 060coGena no3umus Ne 41 ca ¢
TYBCTBHTCNHOCT paBHA HJIH IIO-BHCOKa oT 99%, cnenuGpHYHOCT paBHAa MIIH MO-BHCOKA OT
96%. TectoBere 3a HOTBBPAUTENHA JUATHOCTHKA Ha XVIB1/2 undexuns me ce m3mbiussar
BbPXY CTPHIIOBE HATOBapeHH ¢ pekoMGMHAHTHH XUB-1/2 aHTurenmy. Pearenrute B KkuTa me
Ca TOTOBH 3a ynoTpeba Ge3s mpenBapuTeNnHO paspexaHe. IIpouenypara 3a usnbiHenue e
aBTOMATH3HpaHa. Pesynrature me ce oTumrar upes CKaHHPaHE M KOMINIOTBPHA IpOrpaMa u
Iie C€ TOXyMCHTHPAT Ha XapTHEH HOCHTEII (6 NpUnoxcumume cnyuau),

22. Jleknapanms, B KOSTO e IIOCOYEHO, 4e mo 060cobeHa mosmims Ne 2 e 65p3

TBEH TECT 32 OTKPHBAHE Ha aHTHTENA CPEILY BHPYCA IPHIMHABALL HMYHEH AeQUIUT Yy

eka, THIOBe 1 u 2. YyBCTBUTENHOCT paBHA MM MO-BHCOKA OT 99%, Cnenuduunocr pasna
WIH MCOKa oT 98%. Br3moxkHoCT 1a oTkpHBa cneuuduynn antu-XUB antutena B 1po6u
ot nepudepHa kpsB. [Iponenypara 3a m3mpIHEHHE Aa HE H3MCKBa CIELHAIHO JabopaTopHO
o6opyaBaHe 3a M3NBIHEHHE Ha TecTa (aBTOMaTHYHM nuIIeTH, MHKyOaTop, meHKbp u mp.).
TecroBete me 6BIAT KOMIVIEKTYBAHM ¢ ABTOMATHYHE J2HUETH 3a B3€MaHE Ha MpPoOH OT
nepudepra kpsB. Bemuku peaktuBH 3a u3paboTBaHe Ha MPO6GH OT IwIa KpbHB, Ia3Ma U
CepyM e ObJaT BKIIOYEHH B QHATHOCTHYHHS TECT-KMT. [Iponenypara 3a m3mbianenue Ha
T€CTa HC HANBHIIaBa 5 MHHYTH. BpeMero 3a oTumTaHe Ha pesynTara He HaJBMUIBA
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MHHYTH OT NpPHKIIOYBaHE Ha MpOLEAypaTa 1o H3paboTBaHE Ha TECTa (8 MpuloNCuMume
cydau);

23. Jlexnapamys, B KOATO € IIOCOYEHO, 9€ TECTOBETE 32 ONPEJEIIIHE Ha BUPYCEH TOBAP
ua HIV no ofocobena mosuuusa Ne 38 me ce U3MbIHABAT HANBJIHO aBTOMAaTH4HO M IIE Ca C
J0JIHA I'PaHuIA Ha AeTeknus 10 S0 BUPYCHH KOMHs Ha MHTHIMTED.

24. Jlexnapanus, B KOSTO € IOCOYEHO, Ye TECTOBETE 10 o6ocobena nmo3uiug Ne 42 ca
Ha TpPHHIMIA HA KAaNWIApHA TeJl-eNeKTpodope3a CEKBEHHPAHE MPH MHHMMAIHO
eIHOBPEMEHHO 3aperx/aHe OT 6 NPOOH 3a U3CIECABAHE (68 NPULONCUMUME cayvau);

25. Jleknapanus, B KOATO € ITOCOYEHO, Y€ TECTOBETE 3a JUArHOCTHKA HA XETATHT B
OTroBapAT Ha H3UCKBAaHETO 3a WYYBCTBHTEJHOCT paBHa Ha WA 1O[ 0,130 IU/ml.
IIOBBPXHOCTEH aHTUIEH Ha XemaTHT B ¥ cnemuuyHOCT HE M0-MajKa OT 99 % (omuocumo 3a
obocobenu nozuyuu NeNe 7 u 8);

26. Jlexnapanus, B KOATO € IOCOYEHO, Y€ TECTOBETE 3a NMbPBHYHA JHArHOCTHKA Ha
CIIUH - EJIM3A 1no obocobena mosmius Ne 1 ca THD aHTHreH - aHTUTAIO.
YyBCTBHTENHOCTTA Ha TecTa 3a anTuTenata e 100%, cnenuduuHoCTTa He € M0-HACKA OT 99%.
YyBCTBHTEIHOCTTA 3 AeTexkuus Ha XVB anTurena e moa 2 IU/m.

Hara 14/05/2018
Wme u pamunus J-p Teonop 3amduposn

[TOAMKC HA JIALETO M IIEUAT ~  ceveeecreeesreeseeosnessunssninsennnsnonsssnneessd Y/,
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: ; OBPA3EIl
®UPMA ,,EJITA-90 M“ OO0 , i .
(HaumeHO8aHUe HA Y4ACMHUKA) ?

IIPEJVIOKEHHUE 3A M3ITHJIHEHUE HA TIOPBYKATA

HonynoanucaHust/aza a-p Teonop UBanoB 3am¢pupos
(mpume umena)

B Ka4eCTBOTO CH Ha YmpaBurtea B/Ha ¢upma ,,EJITA 90 M* OO, EMK (BYJICTAT)
130469816, chc cenamuine U aapec Ha ympasjieHue rpaa Codus, yauua ,Jlynas, Nel9,
Bx.A, er.l, am2, yuyacTHHK B OOIlleCTBEHa MNOpBYKA C IpeaMmer: ,/Jocmasxa Ha
ouazrnocmukymu u koncymamueu 3a CITHH, eupycnu xenamumu B u C, cugpunuc u opyzu
ceKcyanHo npedasanu ungpexyuu no Hayuonanna npozpama 3a npeseHyuUA u KOHMpoOa Ha
XUB u cexcyanno npedasanu ungexuyuu e Penyonuxa Bwvnzapua 2017-2020 2. 3a
Hyxcoume na cmpanama npe3 2018 2.”, exnoueawia 44 ob6ocobenu nosuyuu 3a obocobena
nozuuua Ne 13 — Tecmoee 3a ouaznocmuxa na Toxconnasmosa ELISA IgA

YBAXKAEMHU JAMHU U TOCIIOJA,
C HACTOAIOTO IpEeACTaBsAIME HANIETO TEXHUYECKO KEHHE 3a H3NbJIHCHHE Ha
obekTa Ha obsBeHaTa oT Bac o61mecTBeHa noppyka.

IPEJJIOXEHHUE HA
HanmeHoBaHHe 110 KonHuegTB CTH
Ne cnennduKanus Msapxa 1 IMPOU3BOUTE,
' ’ MAPKA, MOJAEJ
(KAT. Ne)

\ \ ELISA Toxoplasma gondii IgA,

TecToBe 3a AMArHOCTHKA Ha Hpoussoaurer:

12 Tokcomasmosa EJIA3A IgA 6poii ' 288 EUROIMMUN - I'epmanus
®opmar 96 AMKH

kar.Ne EI 2410-9601 A

(Yuacmnuyume cneosa oa nonvanam zpaga ,, IIpeonosicenue na yuacmuuxa.: npousgooumern, mapka,
moden (kam. No) “ camo 3a 06ocobenume nO3UYUY, 3a KOUMO yuacmeam) ‘
Jlexnapupame, ye BCHMYKM MEAUIMHCKH H3EJHs, KOUTO MMAT CPOK Ha FOAHOCT, KbM
JaTaTa Ha JOCTaBKa Iie GBJAaT C OCTAThYCH CPOK Ha TOAHOCT HE HO-MaiubK OT 75% oOT
00sIBeHHS OT IPOU3BOUTENS;
Jlexapupame, de HpeylaraHuTe H3JeHs e IPHTEXaBaT KbM MOMEHTa Ha JOCTaBKa

cepTudHUKAT 3a KAYECTBO OT MPOU3BOIUTEIA, H3AAJCH 3a BCAKA OTAC/IHA IapTH/IA;
JlexnapupaMe, 4e 3a BCEKH lmarHocnﬁ(yM Ile TPEJOCTaBUM JOKYMEHT, B KOWTO c€
00sBsIBa IPOH3BOACTBEHHS CPOK Ha FOJHOCT.
Jlexnapupame, de AMArHOCTHKYMHTE ca IOCIEJHO IIOKOJECHHE IO OTHOLIEHHE Ha
HOKa3aTeJNTE 32 YYBCTBHTEIHOCT, CHEHUGHIHOCT, HAAEKIHOCT B BH3MPOU3BOAUMOCT KbM
nartara Ha odepupase; '

Jlexnapupame, ye 1€ OCUTYpUM 00ydeHHe Ha Iepconaa 3a pabora ¢ aHHTE
TECTOBE. . 2R
%\‘\/—\ PA

Hara 14/05/2018
Hme u pamusus I-p Teonop 3ampupos
[ToanuC Ha JIMLETO M IEYAT  ceevvvvvenncrnneennnennnes FRRUORRURRRROIRA O 7 e, ¥/
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) OBPA3EI

AEKJIAPALIUST
3a ChIVIaCHe C KJIay3UTe Ha IPHIIOXKEHHUS MPOEKT Ha JOTOBOP

Honynonnucanusar: Teoxop Vsanos 3amdpupos (mpume umena)
B Ka4€CTBOTO CH Ha YIpPaBHTEI
(OrvorcHocm)

na ,,EJITA 90M*“ O0O/[] -

(HaumeHOBaHUE HA YHACMHUKA)
yYaCTHHMK B IpolLieflypa 3a Bb3jlaraHe Ha OOILECTBEHA NOpBYKA C MpEAMET: ,,/locmaeka Ha
ouaznocmukymu u koncymamueu 3a CIIHH, supycnu xenamumu B u C, cugpunuc u opyzu
CeKCyanno npedasanu ungpexyuu no Hayuonanna npozpama 3a npeeenuuna u KoHmpo.n na
XHB u cexcyarno npeoasanu unexuyuu ¢ Penybnuxa Bvnzapua 2017-2020 2 3a
Hysxcoume Ha cmpanama npes 2018 2.”, exnrousauia 44 ob6ocobenu nosuyuu 3a 060cobena
nozuyun Ne 13,

AJEKJAPUPAMYE:

3amo3Har CbM ChC ChABPXXaHHETO HA IMPOEKTa Ha IOrOBOpa U NMpPHCMaM YLIIOBUMTA B
HETO.

HATA: 14.05.2018 r. HoAIINC n
ITEYAT:

Qe

IBAN (8 aeBa): BG 09 UNCR 9660 1037 9234 10: BIC: UNCRBGSF VHUKPFAUT RVABAHK. thiianiar "AkcaknB" IND Nn: RC; 13N 469 814
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JTEKJIAPAITHS !
34 CpOKa Ha BAJIMAHOCT Ha oq)epTaTa

Honynonnucanusar: Teonop NBanos 3aMpupos (mpume umena)
B Ka4€CTBOTO CH Ha YNPAaBUTEI
(Onvacrocmy)

Ha ,,EJITA 90M* O0[] -

(HaumeHOoBaHUEe HA YYACHHUKA)

YYaCTHHK B IpOLEAypa 3a Bb3/laraHe Ha oOIecTBeHa MOpbhUKa ¢ NnpeaMerT: ,,/Jocmaska Ha
ouaznocmuxymu u koncymamueu 3a CITHH, supychu xenamumu B u C, cupunuc u opyzu
ceKcyanno npeoasanu ungexyuu no Hayuonanna npozpama 3a npegenyus u KOHmMpo. Ha
XHB u cexcyanrno npeoasanu undexyuu é Penybnuxa bwvazapua 2017-2020 2 3a
Hys#coume Ha cmpanama npes 2018 2.”, exnousauia 44 060ocobenu nosuyuu 3a 06ocobena

nosuyusa Ne 13, /

AEKJAPUPAMYE:

CpoxbT Ha BaJIMAHOCT HA HAcTosAWATa odepra € 4 (YETHpPH) Meceya, CHHUTAHO OT
JaraTta, KOATO € IIOCOouYeHa 3a JaTa Ha NojyyaBaHe Ha odepTara M IpENCTIBIsBa BPEMETO,
pe3 KOeTO cMe 0OBBP3aHM C YCIIOBHUSTA Ha NPEACTAaBEHOTO OT HAC IpeJijioxetue.

JIATA: 14.05.2018 1. TIOJITTUAC u
TIEYAT:

P

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEANT BYABAHK, ¢usuas "Akcako8’;  ID No: BG 130 469 816




ATV PIVAT.) EUROIMMUN: Products

Pasuvzmwlg oM CoUMd We M,V/Ws«%ﬂazwufw

Products: Toxoplasma (ELISA)

Indications > Infections > Parasltes

Order no. Antibody specificity/ reagent/ analyte Ig class Species Format
EI2410-9601 A Toxoplasma gondii oA semi-quantitative 96 x 01
semi-quantitative
£12410-9601 P Toxoplasma gondii Screen IgAGM semi-quantitative 9% x 01

semi-quantitative

E12410-8601 G Toxoplasma gondii laG 1/10/200 1U/m} 96 x 01
1/10/200 1U/ml

E12410-9601M - Toxoplasma gondii IgM semi-quantitative 96 x 01
incl. IgG/RF absorbent semi-quantitative
EI2410-9601-1 G Toxoplasma gondii IgG 1/10/200 W/m| 96 x 01
‘ avidity determination 1/10/200 1U/mi
Ei2410-9601-L G Toxoplasma gondii 1gG 6/25/50/100 U ; 96 x 01
antibody determination in CSF 5/25/50/100 U
CK 2410-0220-L G . CSQ pair of controls [[+]¢] 2 x 2 ml, ready for use

anti-Toxoplasma gondii (IgG)

EUROIMMUN AG * Seekamp 31 + 23560 Luebeck * Germany -« Tel. +49 451 5855-0 + Fax +49 451 5855-591 info@euroimmun.de
General Delivery Conditions » Legal information » Declaration of Privacy
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https:IIWWW.euroimmun.com/products/indications/infektions-serologie/ak-gegen-toxoplasma/elisa/products.html
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NEKJIAPALTMASA

Honynoanucanusr Teoxop Veanos 3ampupos

(mpume umena)
B Ka4€CTBOTO CH Ha YnpaBurel, Ha ,,EJITA 90M*“ OO/, EUK (BYJICTAT) 130469816 , cue
cemanuiie u aapec Ha ynpasnenue rp. Codus, n.x. 1000, ya. ,,Jlynas“ 19, Bx. A, et.1, an.2 ,
Y4aCTHHK B OOILIeCTBEHa NOPBYKA C IIPEAMET: ,,/Jocmaska Ha OuazHocmukymu u
Koncymamusu 3a CITHH, eupycnu xenamumu B u C, cupunuc u dpyzu cexcyanno
npedasanu unexyuu no Hayuonanna npozpama 3a npesenyua u kormpon na XUB u
CeKcyanno npedasanu unexuuu 6 Penyonuxa bBvnzapus 2017-2020 2. 3a Hyscoume na
cmpanama npes 2018 2.”,

AEK/TAPUPAM, YE:

OdepupanuTe MeIUIMHCKY M3/IENMS Ca BKIIOYEHH B CIHCHKA 110 4. 1, T. 1, 6ykBa "6" or
Hapen6ara 3a ycnoBusiTa 1 pesia 3a ChCTaBsHE HA CIUCHK HA MEQMIMHCKUTE U3e/Us 10 9.
30a ot 3akoHa 3a MmeauIMHCKUTE H3aeaus /3SMU/ u 3a oIpelenssHe Ha CTOHHOCTTA, 10 KOSTO
T€ CC 3aiallar, ¥ npunaram ussieyenue ot Cnucbka no ui. 1, 1. 1, 6yksa "6" ot Hapenbara
3a yCJIOBUATA M peJia 38 CHCTaBIHE HA CIMCHK HA METHIMHCKUTE n3aenus no wi.30a ot SMU
M 3a ONpeleNsiHe Ha CTOMHOCTTA, IO KOSITO T€ ¢ 3alljialliaT, OT KOETO U3BJICYEHHE € BHIHA
NpoAaXHaTa LEeHa no cMuchaa Ha §l1, T. 29a or 3MMU, BBB Bpb3Ka ¢ §1, 1.4 JIP na

Hapenbara.
Hara: 14.05.2018 r. JEKJIAPATOP:
I'p. Codus /A-p Teonop 3ambupor

Py

IBAN (8 seBa): BG 09 UNCR 9660 1037 9234 10: BIC: UNCRBGSF YHUKPEAUT BYABAHK, dusruan "AkcakoB":  ID No: BG 130 469 816
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EAEKTPOHHA BA3A AAHHW HA MEAULIMHCKUTE U3AENUA,

PENYB/TUKA BBJITAPUA
e EarAPY 3ATINALWLAHH C OBLLECTBEHM CPEICTBA
nexapcreaTa
£ xoHTAKTH NPOSWN HASARBMTEN o m3xon () YKASAHMA3APAEOTA  Wae
HAYANO MERVUMUHCKKA U30ENNS LWAB/IOHU M JOKYMEHTW HOPMATUBHA YPE[IBA ‘ HOBUHI U CHOBUIEHKA
TopceHe B CaifTa...
Tupcn B MEAWULIMKCKN M:mg{mn Twpcu B canTa
Y
aroovn Ha4ano / Meanumnckn u3nenis / MeauumHeko nigenne ’)
-~

EUROIMMUN AG
MEANUNHCKO U3AENNE

¥» Tpodun Ha 3aasuTen

DAHHW 3A 3ANUCA / INFORMATION FOR THE RECORD

BN

MeanumHCKuU vaaenus

o

[anHy 33 Mea. vanenus ; . ¢
Homep Ha MeguumMHcko uagenme / Number of medical device Jata Ha cv3pasame / Creation date

7 3asBneHus 33 PerucTpaums 46284 12/12/2016 12:07

il

Mpodrnn [ava Ha dopmynsap / Form date AaTa Ha 3anuc Ha MW / Record date MD

# Mpomsna Ha napona 08/12/2016 11:22 12/12/2016 12:07

Homep Ha 3aseuTen / Requestor number Motpeburencke nMe [/ Username
1648 user_I8A88D
Homep Ha popmynsp / Number

55968

DAHHW 3A U3AENWETO / INFORMATION FOR THE MEDICAL DEVICE

Tun naewrnpuxatop / Identity type WaenTudukarop / Identity

Koa Ha uaaenue B cnuckka / Medical device code

06B3V15-05-01-90-0060265

AAHHM 3A NMPOU3BOAUTENS / IDENTIFICATION OF THE MANUFACTURER

Mme Ha npoussoguTens, nusiHo / Manufacturer name, long
EUROIMMUN AG / EUROIMMUN AG
Mme Ha npoussoauTens, kpatko / Name of the manufacturer, short y

EUROCIMMUN AG / EURQIMMUN AG

https://meddev.bda.bg/bg/my_md_details/46284

Bup ko / Code type

ENK / EIK

Kop va ctpanaTa / Country code
DE

'paa / City

Libeck / Lubeck

Ynuua, Homep / Street, number
Seekamp 31 / Seekamp 31

Nuue 3a koHTakT / Contact person
Cagla Egretaud / Cagla Egretaud
dakc / Fax

+49 451 58 55-591

DAHHW 3A MMLETO, KOETO NYCKA U3AENMUETO HA MA3APA / IDENTIFICATION OF THE PERSON PLA

PRODUCT ON THE MARKET

MMe Ha NMLETO, KOETO NyCcka M3AENMETo Ha nasapa / Name of the person placing the product on the market

rumAn 2R

“BJITA 90M" OOA / ELTA 90M LTD.

Bua koa / Code type

Kaa / Code

135116900

MoweHcku koa / Postal code
23560

NoweHcka kytnsa / PO box

Tenedow / Phone
+49 451 58 55-0
E-mail / E-mail

cagia.egretaud @euroimmun. fr

11.5.2018 r.



EUK / EIK
Koa Ha cTpaHaTa / Country code
8G

Koa Ha obnact / Region code

Page 2 of 3

130469816

O6wwmHa / Municipality

SOF /
fpaa / City NowweHcku kog / Postal code
Codus / Sofia 1000
Ynuua, Homep / Street, number Mowencka kyTns / PO box
yn. "OyHas" N 19/ 19, Dunav
e 3a kowTakT / Contact person Tenedon / Phone
PapocTuH Panes / Radostin Radev +359 2 983 9649
dake / Fax E-mail / E-mail
+359298322 11 office@elta%0.eu
DAHHW 3A THPTOBELA HA EAPO / IDENTIFICATION OF THE WHOLESALER "
Wme Ha Teprosela / Wholesaler name
"ENTA 90M" OOf1 / ELTA SOM LTO.
Bua xoa / Code type Kon / Code
EVK / EIK 130469816
Koa wa cTparara / Country code
BG
Kog Ha obnacr / Region code O6LumHa / Municipality
SOF /
paa / City MoweHcku ko / Postal code
Codus / Sofia 1000
Ynnua, Homep [ Street, number Mowencka kytus / PO box
yn. "QyHae” N 19 / 19, Dunav
Jtmue 33 koHTakT / Contact person TenegoH / Phone
PanocTvH Papes / Radostin Radev +359 2 983 9649
®akc / Fax E-mait / E-mail
+35929832211 office@eltas0.e
HOMED Ha paspelLeHite 3a TbProBus Ha AP0 C MEAWULIMHCKY [\aTa Ha pa3peleHue 33 TbProBus Hajenpo € MENLMHCKM
wanenus / Number of authorization/certificate for wholesale v3penmn [ Date of authorization/cem‘ﬁcate for wholesale trade
trade with medical devices with medical devices
IV-P-T/MW /050 20/09/2007

OB MEAVLIMHCKY JAHHW 3A U3AENMETO / GENERAL MEDICAL INFORMATION ABOUT THE DEVICE

KaTeropus Ha MeauumHckoto uagenne / Category of the medical device
06 - W1 8ATPO AMArHOCTMYHU n3nenms / In vitro diagnostic devices

Pucx knacudukatop / Risk clasification

PEaKTUBM 1 APOAYKTY OT PEGKTHBM, BKAKOYUTENHO CLOTBETHUTE KaAMEPaTOPKU 1 KOHTPOMHY MaTEDIaM 33 OTKpUBAHE U
KOMMYECTBEHO OnpeaensHe B Npobu OT YOBEK Ha CNeAIHUTE BpoaeHn Hdexumu: DyBeona, Tokconna3mola / Reagents and
reagent products, including refated calibrators and control materials, for the detection and quantification in human samples of the

following congenital infections: rubella, toxoplasmosis
AnaToMMuHa rpyna / Anatomical group

PasHn / Various

Tun koa / Code type CrommHocT Ka kog / Code value

EDMS 15-05-01-90-0C

TenepuuHa rpyna / Generic group Moaen / Model

/ /
/\-Vlle/\Name AnTepHaTuBHO uMe / Alternative name
' ELISA Aht-Toxoplasma gondii 1ga / ELISA Anti-Toxoplasma /

gondi IgA T e e

I sty

https://meddev.bda.bg/bg/my_md_details/46284
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ONMWCAHUE HA MEAVLIMHCKOTO U3AE/ME / DESCRIPTION OF THE MEDICAL DEVICE

@
Cucras / Ingredient Bua Ha Matepuana / Material type
/
Bpoi uzaenus B eaxa onakoeka / Number in one package FonemuHa / Volume
96 /
Pasmep / Size Terno / Weight
/ /

Cneunduunn o3Havenmns / Specific indications

/ "w\ "

XapakTepuctuku / Characteristics - ‘)

L. CrepunHoct / Sterility

L~ Viamepsauy / Measuring

[ NexapcreeHo BewwecTBo / Drug substance

L MaTepuan OF XWBOTUHCKM Npou3xop / Material of animal origin
L [omawmo npeanucarme / Domestic prescription

. BonHWHHO npeanucaHue / Hospital prescription

NPEAHA3HAYEHO AEWCTBME, OMPEAE/IEHO OT MPOU3BOAUTENS / INTENDED ACTION BY THE MANUFACTURER

MpeanasHaueHue / Purpose YcnoBus Ha Cbxpaxetne / Storage conditions
/ /

Ynorpeba / Usage Apyrv / Others

MrorokpatHa ynorpeba / Reusable /

KatanoxeH Homep / Number in catalog

EI 2410-9601 A

NPUHALNEXHOCTU, KOHCYMATUBIA / ACCESSORIES, CONSUMABLES

.
1. TpuHaANeXHOCTM, KOHCYMaTuBw |/ Accessories, consumables

OBLLM TbPTOBCKM AAHHM / GENERAL TRADE INFORMATION
/
HoMep Ha perucTpaums 8 VAJT unu yeeaomneHue ao WAST / [aTa Ha perucTpauus B MAJT unn yeeaomnenue go WAJ1 / BDA
BDA registration number registration date

[ata Ha nyckaKe Ha nasapa 6 Penybavka Bunrapus / Release  [laTa Ha NPexpaTsBaHe Ha paspeleHne/yAoCTOBEperme 3a
date for the market in Republic Bulgaria THPrOBUS C MEAMLIMHCKN W3aenus / Date of termination of the
permit / certificate of trade in medical devices

Mpopax~a uena ¢ AAC (BGN) / Selfing price with VAT (BGN} MpoaaxHa uera ¢ AAC (EUR) / Selling price with VAT (EUR)
420.00 210.00
Homep Ha CE ceptudmkar / CE certificate number [lata Ha usTuHane Ka CE ceptudumkar / CE certificate

HL 60076864 0001 expiration date

28/05/2017

Bewukn npaea 3anazeqn € 2018 M3MBIHNTENHA ATEHUMA NO NEKAPCTBATA
BGO51PO001-6.2.14 "Cb3A3BAHE Ha ENEKTPOHHE 6333 AaHHK Ha MEAMLMHCKM M3ASMUS, 3aNN2UaH C OBWIECTBENM CPeacTsa’

TIpOEKTET e OCbUECTBABA C DUHAHCOBATa Noakpena Ha OnepaTvsHa Mporpama “PassuTve Ha YOBELLKY pecypev”, ChPuHaHCHMpana or

EBponeickus coumaned $HoHa Ha EBponeitckmns Coios

EBPOMENCKY COUMATIEH GOHA (R EBPONEACKH CHiO3

https://meddev.bda.bg/bg/my_md_details/46284 11.5.2018 r.



PENYB/INKA BBNTAPUA
’ N3nbnHnTeNHa areHunn No nexkapcreara
REPUBLIC OF BULGARIA

Bulgarian Drug Agency

MAN - 18042 [ . 0. 43,
A0

J-P TEOJOP 3AM®HPOB Lk
YIIPABUTEJ ' N
»EJITA 90M” OO
PAHOH OFOPHUIIE

VJL ,AYHAB” Ne 19, BX. A, ET.1, AIl.2

1000 CO®HUS

Ha Bam Ne 50/25.04.2018 r.

OTHOCHO: Hckare ¢ Bx. Ne IAL-17505/25.04.2018 3a npenocraBsHe Ha H”HGOpMauus 3a
pEruCTpHpany naHHM B M3nbaHuTennara arenuus no jgexapcersa (MAJI) u EUDAMED 3a

HHHHIICHTH/HOTCHHHaJIHI/I HHINICHTN C MEANIIHMHCKH U3ACINA, KAKTO U 3a 6n01<npa}m HIIn
H3TETJICHH NapTHAX

YBAXAEMMU -P 3AM®HUPOB,

B otroeop Ha Bamre uckaHe ¢ ropenoco4enus Homep Bu yBenoMsBaM clieIHOTO:
IIpn HanpaBeHa cnpaBka kbM jAaTta 26.04.2018r. ce ycTaHOBH, Y€ IIpe3 IocIe
nse roaunu B MAJI u B8 EUDAMED HsiMa perucTprpaHy JaHHH 3a HHIMACHTH/HOTEHI
HMHIMIESHTH, KaKTO ¥ 3a OJIOKMpaHH WM H3TErJIEHH NapTHAH 32 H36poeHuTe B Tab -
DOy MEIHUIMHCKH HU3IETHS C TIOCOUEHUTE KaTaloXHH HoMepa:

CnucbK Ha MeIMIHHCKNTE H3eJIis

Tbproecko HaMMeHOBAHHE HA Kar. Homep IIponsBoauTen
HPOAYKTA
ELISA HIV 1&2 Ag&Ab IVCOMB.CE.96 Dia.Pro Diagnostic Bioprobes
IVCOMB.CE srl, Utanus
ELISA HCV Ab CVAB.CE.96 Dia.Pro Diagnostic Bioprobes
CVAB.CE srl, Utanus
ELISA HBsAg SAGI1ULTRA.CE.96 | Dia.Pro Diagnostic Bioprobes
SAGIULTRA.CE srl, Utanus
HBsAg confirm SCONF.CE, Dia.Pro Diagnostic Bioprobes
SCONF.CE.40 srl, Utanus
ELISA Chlamydia trachomatis IgG El2191-9601 G Euroimmun, I"'epmanns
ELISA Chlamydia trachomatis IgM EI12191-9601 M Euroimmun, I'epmanus
ELISA Chlamydia trachomatis IgA EI2191-9601 A Euroimmun, I'epmanus
ELISA Toxoplasma gondii IgG EI 2410-9601 G Euroimmun, 'epmanns
ELISA Toxoplasma gondii IgM EI2410-9601 M Euroimmun, I'epmanus
ELISA Toxoplasma gondii IgA E] 2410-9601 A Euroimmun, lepsafipsg; >
Thayer-Martin Agar 11040 Liofilchem, y@ﬁ%—
// ;3: <
15(3
=




" [Chocolate Agar 10023 Liofilchem, Utanus
"I MIC Test Strip Cefixime 92060 Liofilchem, Utanus
MIC Test Strip Ceftriaxone 92043 Liofilchem, Urtanus
MIC Test Strip Azithromycin 92030 Liofilchem, Wramus

C yBaxenue,

AOL. ACEHA CTOUMEHOBA, 1@
H3nwanumenen Oupexmop

Codus 1303, yn. lamsn I'pyes Ne 8, ten.: (02) 8903 555, dakc: (02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903434,
e-mail: bda@bda.bg




FATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str.
Tel.: (+359 2) 9839649, 9632209

Fax: (+ 359 2) 9832211

Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A
Tel.: (+359 2) 9839649, 9832209

Fax: (+359 2) 9832211

E-mail: office@ elta90.eu; www.elta90.com

ELTA 90 Medical Research S.R.1.
Nr.22A, Nicolae G. Caramfil
Sector 1, Bucharest; ROMANIA
Tel: +4021 232 26 94

+4021 232 26 95
Fax: +4021 232 26 96
Mobile phone: +40 7313 16076

Nt

»

4
I

HEKJIAPALINS

HRonynonnucanust Teonop Meanos 3ampupos
(mpume umena)
B KQYECTBOTO CH Ha Ympasureln, Ha ,,EJITA 90M“ OO, EMK (BYJICTAT) 130469816 , cbe
Ceranmuiie ¥ aapec Ha ynpasnenue rp. Codus, n.k. 1000, yn. ,Jlynas“ 19, Bx. A, er.1, an.2 ,
YY4aCTHMK B OOLIECTBEHA TNOphYKA C MpEAMeT: ,Jl0cTaBKa Ha JAHATHOCTHKYMH H
koHcymaTuBu 3a CIINH, supychn xematutu B u C, cupuame u apyru CEeKCYaJTHO
npeaasanu uHdexuun no Haumonanna nporpama 3a npesennus u KoHTpoa Ha XHB u
CeKCyaaHo npejasaHn uHpexuuu B Peny6iauka Brarapus 2017-2020 r. 3a Hy:kauTe Ha

crpanara npes 2018 r.”,

AEK/IAPHPAM, YE:

ELTA 90 Medical Science DOO
Svetog Klimenta 26

11050 Belgrade; SERBIA
Phone: + 381 11 2832 650
Fax: +381 11712832 850
office @elta90ms.com

ObmecrBen dgonp

Abp:xxaBa

H30K

bearapus

Jara: 14.05.2018 r.
I'p. Codus

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢uruar "AxcakoB”;  ID Ne: BG 130 469 816



"M-JHHI'YA" EOO/

p. Codus, Gyn. Anxo Caxs3os 10
ten./paxc: (02) 846 84 12

e-mail: office@elingua.bg; www.elingua.bg

E-LINGUA Ltd.

Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
tel./fax: (+359 2) 846 84 12

e-mail: office@elingua.bg; www.elingua.bg

‘e-lingua

AreHnus 32 NpeBoNH Translation Agency

[IpeBoj OT aHMIMHACKY €3UK
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TUVRheinland §

I

CEPTU®HUKAT'

. Ceprudgunumpaiusr opran Ha
TUV Rheinland LGA Products GmbH

TTETTT

AR o)
At

SIS S

C HACTOSIIIOTO YAOCTOBEPABA, Y€ KOMIIAHHSATA

EUROIMMUN
Medizinische Labordiagnostika AG
3eexamn 31
23560 JoGex @

I'epmaHus :

€ YCTaHOBMJIa M IpyJIara CHCTeMa 32 yIpaBJicHHE Ha Ka4eCTBOTO
Ha MEQULIMHCKUTE U3NeNus
3a creiHus 00XBar:

Heraiinire ca B MPHIOXKEHHETO

Hpe)lOCTaBeHPl ca JloKa3aTteicTBa, Y€ N3UCKBAHUATA, ITIOCOIECHU B

EN ISO 13485:2012
EN ISO 13485:2012/AC:2012

I T T T Sy N ey ]

€a U3NbJIHCHH.

Cucremara 3a ynpaBJieHHE¢ Ha KaYE€CTBOTO NOANEKH Ha roANIIeH Haa30p.

B cuna ot: 19.05.2017 r.
PeructpanuoHeH HoMmep Ha ceptudukara: SX 60118882 0001
W3BbpuieH e oaut, Jownan Ne: 21264033 001
CeptudukaTsT € BanuieH 10: 30.03.2019 r.
/ a

(I(E‘Lii\kks

Hemckn
opraH no akpeauTauuuTe
D-ZM-14169-01-02

Jlara: 19.05.2017 r.

CepTuduuupaln opran
/moonuc He ce ueme, newam/
Junn. umx. CBen Xopman

P T R AT T T I O T IR L T LT W RIS ey v et ey
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i IIpuaoxkenue Kbm
. CepTudHkar

" Peructpanns Ne
L Joxnag Ne

3]

| Opranuzanms:

i

| Obxsar:

i

TUVRheinland

“ Hokyment: 1/3, pen.0

TUV Rheinland
LGA Products GmbH
Tumumpace 2, 90431 HiopuGepr

SX 60118882 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
3eexamn 31

23560 JIrobex

I'epmanus

I[TpoektHpane U paspaboTka, IPOU3BOACTBO, CEPBU3 M IPOAAKGH Ha
MMYHOOGHOXUMHUYHH CHCTEMH, HMyHO(TyOpPECLEHTHH TECTOBE, CHCTEMH 3a
MOJIEKYJIipHa AUArHOCTHKa/ FTeHETHYHM TECTOBE ¥ TECTOBE 3a ONpeJeNsHe Ha
naTOreH! M aHanu3atopy/ codTyep 3a MH BUTPO AHATHOCTHKA.

BxmoueHu ob6ekTH:

~ EUROIMMUN Medizinische Labordiagnostika AG
3onenbepr 9, 23627 I'poc I'pronay, 'epmanus

Ilep“mocm: HPOPBBOACTBO 1 KOHTPOJI Ha Ka4€CTBOTO

~ EUROIMMUN Medizinische Labordiagnostika AG
bopH 24, 23627 I'poc I'pronay, 'epmanus

i

H

; Hennocty: [1pon3BOACTBO U cepBU3 Ha CODTYEPHHU pEIUECHHs 3a NPUIIOKEHUS
| NpA UH BUTPO ANArHOCTHKA.

4|

| _
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n] (( DAkkS : CepTuduunpam opran

1 - /noonuc He ce yeme, neuam/
B Hemcku Jumn. nwx. Ceen Xodman

] opraH no akpeautauyuute

i D-ZM-14169-01-02

; Tata: 19.05.2017 r. L\
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TUVRheinland

Hoxymenr: 2/3, pen.0

TUV Rheinland
LGA Products GmbH

>
AT T T T R N S ey e e

Tuaumpace 2, 90431 Hropabepr
k
IIpunoxenne KbM ‘
Ceprudukar ]
Pernctpauus Ne SX 60118882 0001 3
Toxaag No 21264033 001 f
EV
Oprasnzanus: EUROIMMUN E‘
Medizinische Labordiagnostika AG £
3eexamn 31 i
23560 Jlo6ex l
TI'epmanus 1

O6xBarT: BkiroueHu obexTu:

— EUROIMMUN Medizinische Labordiagnostika AG
Hlnocupace 11, 91257 Ilernun, I'epmanus

Heitnoctu: [Ipon3BoACTBO U CEPBU3

- EUROIMMUN Medizinische Labordiagnostika AG
Bepxuipace 2-22, 23942 Hdacay, ['epmanus

Jeitnoctr: TIpOH3BOACTBO, KOHTPOJ Ha KAYECTBOTO, CKJIAMPaHe 1
IucTpubynus

YT T T Y T A £ ey 1 ey i

~  EUROIMMUN Medizinische Labordiagnostika AG
Kpenmnen 1, 02747 XepuxyT, I'epmanus

He#inoctn: [Iponssoactso

‘ :
(( DAkkS Ceprudunupain opras Z
' : /nodnuc ne ce veme, nevam/ B

Hemckn
opraH ro akpegurauvwute
D-ZM-14169-01-02

Jumn. umx. CeeH XodMmaH

Jara: 19.05.2017 r.
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—_ TUVRheinland

£ JHokyment: 3/3, pea.0

= gy e e sty e e e e 31 L

s | TUV Rheinland
LGA Products GmbH
F Tuanmpace 2, 90431 Hiopu6epr

Hpuiaoxkenne KM

CepTudukar

E' Perucrpanua Ne SX 60118882 0001
Hdoxnag Ne 21264033 001

b Oprannsanusn: EUROIMMUN

i Medizinische Labordiagnostika AG
i 3eexamn 31

: 23560 Jobex

I'epmanus

ST

Oo0xBar: Bxnrouenn o6ekTH:
— EUROIMMUN Medizinische Labordiagnostika AG
[Mnuiicautuan 1, 02748 Bepuiar, ['epmanus

Hefinoctu: IlpoussoacTso

— EUROIMMUN Medizinische Labordiagnostika AG
Tpasge 1, 23 923 3enmcropd, 'epmanns

Heitnoctu: [IpoexTupane u pazpaboTka, ¥ IPOU3BOACTBO

: '
&: ( DAkkS Ceprupuuupam opra i
Ei - /noonuc ne ce yeme, nevam/ r
B Hemci Hunn. uix. CeeH XodMan :
=l OpraH no akpeanTauuute i
E D-ZM-14169-01-02 4
| .
¥ 3
ﬁi Hara: 19.05.2017 .
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Hoanucanara, Kpuctuna bpartoiiueBa, ynoCTOBEpsSBaM BEPHOCTTA HA HM3BBPIIEHHA OT MEH NMpPEBOJ OT

AHINMIACKN Ha OBIrapcku €3uK Ha TNPUIOXKE /g,mmeag Ceptudukar. IlpesoasT ce cberou ot 4
F e,

fqeTupy/ cTpaHHLY. / \.

[pesonau: Kpp¢tna Bparoiuesa 3




TUVRheinland

Certificate

) The Certification Body of
TUV\I}\heinland LGA Products GmbH
r

o)
hereby certifies that the organization

EUROCIMMUN
Medizinische Labordiagnostika AG
. Seekamp 31
23560 Libeck
Deutschland

has established and applies a quality management system for medical devices
for the following scope:

see attachment

Proof has been furnished that the requirements specified in

EN ISO 13485:2012
EN ISO 13485:2012/AC:2012

are fulfilled. The quality management system is subject to yearly surveillance

Effective Date. 2017-05-19
Certificate Registration No.. §X 60118882 0001

An audit was performed. Report No @ 21264033 001

This Certtificate is valid until 2019-03-30
Certification Body

({ DAKKS
o Deutsche

’ Akkreditierungsstelie {

D-ZM-14169-01-02

Date 2017-05-19

Dip|.4r:%ﬁ
TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nfirnberg

Tel +49 221 806-1371 Fax +48 221 806-3935 e-mail cert-validity@de tuv com hitp /iwww tuvcaiii/safety -,

TR v A E ST T e e g wsin b o S e T




Attachment to
Ceortificate

Registration No.:

Report No.:

Organization:

Scope:

( DAKKS

Deutsche
Akkrediterungsstelle
D-2M-14165-01-02

Date: 2017-05-19

7 - Dipl. -lng_ %

®
TUVRheinland

TUV Rheinland Doc. 1/3, Rev.0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg
e
i)

§X 60118882 0001

21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck
Deutschland

Design and development, production, service and sales of
immunobiochemical systems, immunoflucrescence test systems,
molecular diagnostic/genetic test systems and

test systems for the determination of pathogens

and analysers/software for in vitro diagnosis

Sites included:

- EUROIMMUN Medizinische Labordiagnostika AG
Am Sonnenberg 9, 23627 Groff Grdnau, Germany

Activities: Production and quality control

- EUROIMMUN Medizinische Labordiagnostika AG
Am Born 24, 23627 Grofd Grdénau, Germany

Activities: Production and service for software solutions
for IVD applications

Certification Body

B 0




Attachment to
Certificate

Registration No.:

Report No.:

Organization:

Scope:

Deutsche
Akkreditierungsstelie
D-ZM-14169-01-02

((:i')Akks

Date: 2017-05-19

TL’)VRheinlaB@d
TUV Rheinland boc. 2/3, Rev.O
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

o

o

SX 60118882 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Labeck

Deutschland

Sites included:

- EUROIMMUN Medizinische Labordiagnostika AG
SchloRstraRe 11, 91257 Pegnitz, Germany

Activities: Production and service

- EUROIMMUN Medizinische Labordiagnostika AG
Werkstrafle 2-22, 23942 Dassow, Germany

Activities: Production, quality control, warehousing and
distribution

- EUROIMMUN Medizinische Labordiagnostika AG
Im Kreppel 1, 02747 Herrnhut, Germany

Activities: Production

Certification Body




Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

((\-;; DAKKS

Deutsche

‘  Akkrediterungsstelte
D-ZM-14169-01-02

Date: 2017-05-19

TUVRheinland

TUV Rheinland boe. 3/3.
LGA Products GmbH

TillystraRe 2, 90431 Nirnberg
e

¢
N

SX 60118882 0001
21264033 001

EUROIVMIMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Libeck

Deutschiand

gites included:

- EUROIMMUN Medizinische Labordiagnostika AG
Am PlieRnitztal 1, 02748 Bernstadt, Germany

Activities: Production

- EUROIMMUN Medizinische Labordiagnostika AG
An der Trave 1, 23923 Selmsdorf, Germany

Activities: Design and development and production

Certification Body

Rev.0
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ten./paxc: (02) 846 84 12

e-mail: office@elingua.bg; www.elingua.bg

E-LINGUA Ltd.

p. Codus, 6yn. Auxo Caxb3os 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd.

tel. ffax: (+359 2) 846 84 12

e-mail: office@elingua.bg; www.elingua.bg

ATreHIHS 32 MPEeBOAH

IIpeBoa OT aHIMMICKH €3UK

S B el ST ] L e e B S i 2T e e TR L T o e

Translation Agency

~

B cuna ot

PerucTpallnoHeH HOMep Ha cepTHuKaTa:
WUsswpied e oaur, [Joxnan Ne:
CepTuuKaTLT € BaJIHICH 10:

Jara: 19.05.2017 r.

b Tt B, T R i G e T i bt 1 LMol ATAMEL T YL At R e et ANy AN e Tn Dt s bt et ol WM BT 7S e il 2

Cucremara 3a ynpasJjieHUe Ha Ka4e€CTBOTO NMOJJIEXKH HA FOAMIIEH HaA30p.

CEPTU®UKAT

_ Ceprudunmpamusr opras Ha
TUV Rheinland L.GA Products GmbH

€ HACTOALNOTO YAOCTOBCPHABA, Y€ KOMIIAHUATA

EUROIMMUN
Medizinische Labordiagnostika AG
. 3eexamn 31
~~'23560 JIobex

I'epmauns

€ yCTaHOBHWJIa U NpuJjiara CHCTEMA 3a yIpaBJICHHE Ha Ka4€CTBOTO

Ha MEMULIMHCKHTE H3/eNd
33 cJieAHUSA 0OXBarT:

Jeratinurte ca B IpUI0KEHNETO

Hpe)lOCTaBeHPI ca J0Kas3aTejCTBa, Y€ H3UCKBAHMUATA, [TOCOYCHHU B

EN ISO 9001:2008

Ca HM3NI'bJIHCHHU.

19.05.2017 r.
SY 60118897 0001
21264033 001
14.09.2018 r.

Cepruduunpain oprau
/nodnuc He ce ueme,
Hunn. mx. Ceed XodMan

TUV Rheinland LGA Products GmbH — Tusminpace 2 — 90431 HiopaGepr
Ten.: +49 221 806-1371, dakc: +49 221 806-3935, e-mail:cert-validity@de.tuv.com, http://www.tuv.com/safety
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: TUVRheinland |
;- — |
}LE W ; Hoxymenr: 1/3, pen.0 “*
: ~ £
E :ig
y TUV Rheinland F
g LGA Products GmbH 2
E, Tuaampace 2, 90431 HiopuGepr g
IIpnaoxenne KM
| Ceprajmxar
Pernctpanus Ne S$X 60118897 0001 ¢
| Moxnan Ne 21264033 001 :
| Opranusauns: EUROIMMUN
: Medizinische Labordiagnostika AG
: 3eexamn 31
23560 Jibex
;i Tepmanns
i s
O6xBar: [Tpoextnpane n paspaboTka, IPOH3BOACTBO, 0GyUeHNE, CEPBU3 H npoaax6tn '
Ha HIMYHOOHOXMMHYHH CHCTEMH, HMyHO(IYOPECLIEHTHH TECTOBE, CHCTEMH 33 :
: MOJIEKyISIpHA INaTHOCTHKA/ TEHETHYHH TECTOBE H TECTOBE 3a ONpeeisaHe Ha ?_}
E‘ MaTOreHN 1 aHanu3aTopu/ copTyep 3a UH BUTPO IMATHOCTHKA [IPH XOpa I ;
iy XKHBOTHH. ;
Bxtouenu obexrn: :
4
r —~ EUROIMMUN Medizinische Labordiagnostika AG {
; 3onen6epr 9, 23627 I'poc I'pronay, I'epManus .
3
He#nocTu: TIpon3BOACTBO U KOHTPO Ha KAYECTBOTO
- EUROIMMUN Medizinische Labordiagnostika AG
E Bopu 24, 23627 I'poc I'pponay, I'epmanns
;«1 Nertnoctu: TIpon3sBoACTBO 1 cepBU3 Ha COQTyepHH peleHHs 3a npyfoxkeHus
E! NPH MH BUTPO JNarHOCTHKA.
¢
i Ceprudnunpam opran
”l /noonuc ne ce yeme, nevam/
E. Hara: 19.05.2017 r. Junn. nrxk. Ceen Xodman
Ek, L AT LA AT LT ’l":“;“im‘gg‘ AR PR A O, % Y ?tzz;_m"»‘ﬁ I n el ipn - ) u;/*
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Hokymenr: 2/3, pea.0

TUV Rheinland : i

T T T T I LT T TR T

LGA Products GmbH &
Tuanmpace 2, 90431 HropuGepr :

IIpnnoxenne KbM

' Cepradukar v
i Perncrpauns Ne SX 60118897 0001 i
. Joxaan Ne 21264033 001
l Opranu3zauus: EUROIMMUN {
' Medizinische Labordiagnostika AG £
i 3eexamn 31 v
3 23560 Jlo6ex f
I'epmanus k

O6xBaT: Bxmoyenu obexty: ¢

ATy

~  EUROIMMUN Medizinische Labordiagnostika AG
Hlnocmpace 11, 91257 [lerunu, I'epmanus

Heiinoctu: [Ipon3BoAcTBO W cepBU3

CRTTIT

— EUROIMMUN Medizinische Labordiagnostika AG E
Bepxuipace 2-22, 23942 acay, 'epmanus :

He#inocTy: T1pou3BoACTBO, KOHTPOJ HA KAYECTBOTO, CKAaMPaHeE K
JucTpuOyLus

B i

— EUROIMMUN Medizinische Labordiagnostika AG
Kpennen 1, 02747 XepHxyT, ['epmanus

JHetinoctu: Ilpon3Boncteo

i;
g

/noonuc He ce ueme, nevam/

CepTuduuupani opraH E
Jara: 19.05.2017 r. Jumn. unx. Ceex Xodman k
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TUVRheinland zJ

j_,

F’

Jlokymenr: 373, pea0 'f:I

g

TUV Rheinland f

LGA Products GmbH i

Tuaumpace 2, 90431 HiopuGepr f’

|

Hpuaoxenne kum !

Ceprudmxar ) 1

Perncrpanus Ne SX 60118897 0001 i

Moknan Ne 21264033 001 i

b

Opranusanus: EUROIMMUN ,

Medizinische Labordiagnostika AG ]

3eexamn 31 f’

23560 JloGex |

I'epmanns F |

i

b

O6xBar: BxiroyeHn o6extu: {i

— EUROIMMUN Medizinische Labordiagnostika AG "-5

E Hnuiicruruan 1, 02748 Bepnmar, I'epmanus ;!

3 i

g Heitnoctu: Ipoussoacteo ,!}

) B

f ~— EUROIMMUN Medizinische Labordiagnostika AG ;ﬁl

4 Tpase 1, 23 923 3enmcnopd, I' epMaHug

|

*3 Hekinocru: ITpoektnpane u PaspaboTka, 1 Ipor3BoACTBO o

! ol

]

’ Ceprudmumpam opran ‘,
i /noodnuc e ce veme, nevam/ ;j /

i Hara: 19.05.2017 r. Aumn. uux. Ceen Xodman {‘II

| /
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[onnucanara, Kpuctuna Bpartoiiyega,
AHTIMACKY Ha GBbATAPCKH e3mk Ha np
/qeTHpu/ cTpannuy.

Ipesogau: Kpuctuna Bpatoituepa

.
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TUVRheiniland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31
23560 Lubeck
Deutschland

has established and applies a quality management system
for the following scope:

see attachment

Proof has been furnished that the requirements specified in

EN ISO 9001:2008

are fulfilied. The quality management system is subject to yearly surveillance.

Effective Date 2017-05-19
Certificate Registration No : SY 60118897 0001 . S 1
An audit was performed. Report No.- 21264033 001 |

This Certificate is valid until 2018-09-14

Date 2017-05-19 S_ M

Dipl.-Ing. Sv offman

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niitnberg

Tel +49 221 808-1371 Fax +48 221 808-3935 e-mail.cert-validity@de tuv com http./www tuv com/safety




Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

Date: 2017-05-19

RN TR
i . ®
N~ TUVRheinland
N \ D 1/3, R ]
TUV Rheinland oc eV

LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

SY 60118897 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck

Deutschland

Design and development, production, training, service

and sales of immunobiochemical systems, immunofluorescence
test systems molecular diagnostic/genetic test systems

and test systems for the determination of pathogens

and analysers/software for in vitro diagnosis in

humans and animals

Sites included:

- EUROIMMUN Medizinische Labordiagnostika AG
Am Sonnenberg 9, 23627 Grof Grdnau, Germany

Activities: Production and quality control

- EUROIMMUN Medizinische Labordiagnostika AG
Am Borm 24, 23627 GroR Grdnau, Germany

Activities: Production and service for software solutions
for IVD applications




T

Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

Date: 2017-05-19

TUV Rheinland “boc-

LGA Products GmbH
illystraBe 2, 90431 Niirnberg

SY 60118897 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck

Deutschland

Sites included:

- EUROIMMUN Medizinische Labordiagnostika AG
Schlofstrafe 11, 91257 Pegnitz, Germany

Activities: Production and service

- EUROIMMUN Medizinische Labordiagnostika AG
WerkstraRe 2-22, 23942 Dassow, Germany

Activities: Production, quality control, warehousing and

distribution

- EUROIMMUN Medizinische Labordiagnostika AG
Im Kreppel 1, 02747 Herrnhut, Germany

Activities: Production




Doc. 3/3,

TUV Rheinland
LGA Products GmbH
TillystraRe 2, 90431 Nirnberg

Attachment to

Certificate
Registration No.: SY 60118897 0001
Report No.: 21264033 001
Organization: EURCIMMUN
Medizinische Labordiagnostika AG
Seekamp 31
23560 Liibeck
Deutschland
Scope: Sites included:

- EUROIMMUN Medizinische Labordiagnostika AG
Am Pliefdnitztal 1, 02748 Bernstadt, Germany

Activities: Production

- EUROIMMUN Medizinische Labordiagnostika AG
An der Trave 1, 23923 Selmsdorf, Germany

Activities: Design and development and production

QAN

Date: 2017-05-19

Rev.0




- q e "R-JIMHTYA" EOOJ "E-LINGUA Ltd.
‘ e miln E’E & 1p. Cotus, 6yn. Suxo Caxpion 10 Bulgaria, Sofia, 10 Yanko Sakazov Blvd.
W A LEA G GG Ten./daxc: (02) 846 84 12 tel./fax: (+359 2) 846 84 12
. i e-mail: office@elingua.bg; www.elinguabg  e-mail: office@elingua.bg; www.elingua.bg
o ATeRIuS 33 NPeBORH Translation Agency

IIpeBoa OT aHTIHMICKH e3UK

EC CEPTU®UKAT

Anpextnsa 93/42/EEC, Anekc 11, ¢ n3kmouenue na Paszenn 4 u o,
Cucrema 3a NbJIHO OCUIypPSiIBaHe HA KAYECTBOTO
MeauuuHCKy H3J€/1Msl 32 HH BATPO ANArHOCTHKA

Perncrpaunonen Ne: HL 60118880 0001
Hoxaan Ne: 21264033 001

Hpoussognren: EUROIMMUN
Medizinische Labordiagnostika AG
3eexamn 31
23560 LJIo6ex
I'epmanun

IIpoayxru: —  HMyHOGHOXUMMYHH TECT CHCTEMH
- HmynodnyopecueHTHH TecT cucTeMu
~  Tecr cucteMu 3a onpefienaHe Ha NaTOreHH

3ameHs CepTudukar ¢ perucrpaurones Homep: HL 60076864 0001

Jarta Ha Basuguoer:  17.05.2022 1.

C nacrosimoro HoTHdHUMpAHHAT opran AexJlapupa, 4e 33 M30pPOEHHTE NMPOAYKTH €A CNa3eHH
M3HCKBanHATa Ha AHexc II, ¢ m3kaouenne Ha Pasgem 4 w 6 or JAupextuBa 93/42/EEC.
TI0COeHHAT NO-rope NPON3BOINTE € BbBEA H NPHJIara CHCTeMa 32 OCHIYPsiBaHe HA KaveCTBOTO,
KOSITO MO/J1e)KM HA TIEPHOAMYEH HAA30p, onpeaenen or Amexc II, Pazzen 5 or cmomeHataTa
AHPEKTHBA. 32 MycKaHe Ha Ma3apa Ha u3geaus oT CIOMCEK A, KOMTO ¢a 06XBAHATH OT HaCTOsIIMS
cepTudHKat, ce n3nckBa EC Ceprudukar 3a u3nnTsane Ha THNA, CBIJIACHO H3HCKBAHWUATA Ha
Anexc IV, paszen 4 u noTsLpxaenne or TIDOH3BOMTEJIR HA NPOAYKTHTE, chIlacHo Pa3aen 6.

Hara na Bau3ane B cuia: 18.05.2017 r. Hotugummpan opran
/nodnuc He ce ueme, nevam/
Jara: 18.05.2017 r. Anm, uazk. Ceen Xopman

TUV Rheinland LGA Products GmbH — TillystraBe 2 — 90431 Hiopuéepr

TUV Rheinland LGA Products GmbH e HOTH(HLMP2H Oprak ¢ HAEHTH(UKauKOHeH Homep 0197
cbraacHo Jlupektusa 93/42/EC 0THOCHO MeAMLIMHCKHTE U3enus 3a HH BHTPO AMArHOCTHKA.
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TUV Rheinland |
1: . LGA Products GmbH i
i Twaumpace 2, 90431 Hiopu6epr |
{ ,
,' Hpunoxenne xum ,‘
f} Ceprudukar |
i Pernctpauma Ne  HL 60118880 0001 ‘
éi Hoxnag Ne 21264033 001 |
E} Opranmsanua:  EUROIMMUN ‘
i Medizinische Labordiagnostika AG
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| Tepmanun ?‘
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TUVRheinland

Jlokymenr: 2/4, pen.0

e

TUV Rheinland
LGA Products GmbH
Tuanmpace 2, 90431 Hiopu6epr

Ilpunoxenne knm

Ceprudukar ¢
Peructpauns e HL 60118880 0001 L
Joxnan Ne 21264033 001 b

K Opranumsauma:  EUROIMMUN

Medizinische Labordiagnostika AG
3eexamn 31 ‘
23560 JIrbex . ]
I'epmanus ;

Bxmouenu obekTu:

o

MR ORI S e A T i
hY
Y ———

— EUROIMMUN Medizinische Labordiagnostika AG
Bepkupace 2-22, 23942 Jlacay, I'epmanns

Heiinoctu: JleftHoctn: IIpon3BOACTBO, KOHTPOJ HA KAYECTBOTO, CKIIaJupaHe U AUCTpUOYLUS ;3

b S kb A
.

— EUROIMMUN Medizinische Labordiagnostika AG
Inuiicaunan 1, 02748 BepHiuar, I'epmanus

He#troctu: [TponssoacTso

i — EUROIMMUN Medizinische Labordiagnostika AG
Tpase 1, 23923 3eamcaopd, lepmanus

v

Hetinocty: Ipouseoacteo /

/noonuc ne ce yeme, nevam/
Hara: 18.05.2017 . Junn. nnx. Ceen Xodman

WGV TR PTG £ gy e 2 o y v

!i : CepTudunupam oprau
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g Hoxyment: 3/4, pen.0 ‘
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) TUV Rheinland |
f LGA Products GmbH '
] Tunumpace 2, 90431 Hiopubepr 3
Hpunoxenne kbm
:l  CepTudmkar
Perncrpamus Ne  HL 60118880 0001
Hoxaag Ne 21264033 001
i
L Opranmsanus: EUROIMMUN !
; Medizinische Labordiagnostika AG
g 3eexamn 31
. 23560 Jobex
j Yepmanus
i
! Bxmouenu onpoaykru: [
; |
3 Anti-CMV ELISA (IgG, IgM, Avidity IgG, CSF IgG) L
Anti-Chlamydia ELISA (IgA, IgG, IgM) t
: Anti-Chlamydia trachomatis ELISA (IgA, IgG, IgM) ;T
i Anti-Chlamydia pneumoniae ELISA (IgA, IgG, IgM) ﬁ
Anti-Toxoplasma gondii ELISA g
4 (IgG, IgM, Avidity IgG, CSF IgG, IgA) b
" Anti-Rubella Virus ELISA {]
| (IgG, IgM, Avidity 1gG, CSF IgG, Glycoprotein IgM) g
Anti-CMV-IIFT (IgA, IgG, IgM, Avidity IgG) ”
Y Anti-Chlamydia trachomatis UFT (IgA, 1gG, IgM) ¢
ﬁ( Anti-Chlamydia pneumoniae UFT (IgA, IgG, IgM) H
E Anti-Toxoplasma gondii UFT (IgG, IgM, Avidity IgG) 4
g' Anti-Rubella Virus UFT (IgG, Avidity IgG) f
|
EG Cepruduunpam ;’
i /noonuc ne ce yeme; am/ g
E Hara: 18.05.2017 r. Huamn. nixk. Ceen Xopman b
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TUV Rheinland
LGA Products GmbH
Tuanmpace 2, 90431 HiopnGepr

Hpnaoxenue knm

Ceprndukat
Peructpauna Ne HL 60118880 0001
Jowaan Ne 21264033 001

Opranuzanus: EUROIMMUN
Medizinische Labordiagnostika AG
3eexkamn 31
23560 JIrwbex
I'epmanus

Bxmoyeny onpoaykr:

Anti-Chlamydia trachomatis MIF (IgA, IgG, IgM)
Antl-Chlamydia pneumoniae MIF (IgA, IgG, IgM)
Anti-Chlamydia psittaci MIF (IgA, IgG, IgM)
Anti-Rubella Virus Westernblot (IgG)

Anti-Chlamydia trachomatis-EUROLINE-WB (IgA, IgG)
Multimarker xonTponu 3a Euroimmun ELISA

EUROLINE Anti-TO.R.C.H.-Profile (IgG, IgM)
EUROLINE Anti-TO.R.C.H. 10-Profile (IgG)

EUROATrray STI

TUVRheinland

JlokyMeHT: 4/4, pen.0

Ceprudunupany opr
/noonuc ue ce veme, nevam/

Hara: 18.05.2017 r.

Hurn. unx. Ceen Xogpman

b S A R S Tl
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Iloanycanara, Kpuctuna BpatoifueBa, yNoCTOBEpSBAM BEPHOCTTA HA H3BBPLICHWA OT MeH II
AHTIMACKK Ha GBArapCKy e3UK Ha MPHIIOKEHHs AokyMeHT: CepTidukar. [IpeBogsT ce cheTon
CTpaHHLH. AV

ITpeBonau: KprucT paToiiueBa
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EC Certificate TUVRheinland
Directive 98/79/EC Annex IV, excluding Sections 4 and 6
Full Quality Assurance System
In Vitro Diagnostic Medical Devices

Registration No.: HL 60118880 0001

Report No.: 21264033 001
Manufacturer: EUROIMMUN

Medizinische Labordiagnostika AG

Seekamp 31

23560 Liibeck
Deutschland

Products: - Immunobiochemical test systems
- Immunofluorescence test systems
- Test systems for the determination of pathogens

Replaces certificate, registration no.: HL 60076 0901
(see attachment for products and sites included

Expiry Date: 2022-05-17

The Notified Body hereby declares that the requirements of Annex IV, excluding section 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has established
and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex

, IV, section 5 of the aforementioned directive. For placing on the market of List A devices covered by
this certificate an EC design-examination certificate according to Annex IV, section 4 and a
verification of manufactured products according to section 6 is required.

Notified Body
Effective Date: 2017-05-18

rd
Date: 2017-05-18 N ; % . /e/

s o
e g e TV, e SO
Dipl.-Ing. Sve Hoffménﬁilzim.gﬁf/

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC
concerning in vitro diagnostic medical devices with the id

WTZAN Bt M TV T i T T e s geterea BanaTak o sATar 60 < App S SntE e A
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TUV Rheinland poc.

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HL 60118880 0001

Report No.: 21264033 001

Manufacturer: EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck
Deutschiland

Sites included:

- EUROIMMUN Medizinische Labordiagnostika AG
Am Sonnenberg' 9, 23627 Grof Grdnau, Germany

Activities: Production and quality control

- EUROCIMMUN Meidzinische Labordiagnostika AG
Im Kreppel 1, 02747 Herrnhut, Germany

Activities: Production

- EUROIMMUN Medizinische Labordiagnostika AG
SchloBRstrafie 11, 91257 Pegnitz, Germany

Activities: Production and service

Notified Body (=

Date: 2017-05-18

TUVRheinland

1/4,

o,
0 e
! n/
\§ ¢ ’ ”/ s —/ E

Dlpl lnﬁ 3%#n Hof?

Rev.

0




TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HL 60118880 0001

Report No.: 21264033 001

Manufacturer: EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck
Deutschland

Sites included:

- EUROIMMUN Medizinische Labordiagnostika AG
WerkstralRe 2-22, 23942 Dassow, Germany

Acivities: Production, quality control, warehousing

and distribution

- EUROIMMUN Medizinische Labordiagnostika AG
Am PlieRfnitztal 1, 02748 Bernstadt, Germany

Activities: Production
- EUROIMMUN Medizinische Labordiagnostika AG
An der Trave 1, 23923 Selmsdorf, Germany

Activities: Production

~d

Date: 2017-05-18 >




Doc.

TUV Rheinland
LGA Products 'GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HL 60118880 0001

Report No.: 21264033 001

Manufacturer: EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31

23560 Liibeck
Deutschland

Products included:

Anti-CMV ELISA (IgG, IgM, Avidity IgG, CSF IgG)
Anti-Chlamydia ELISA (IgA, IgG, IgM)
Anti-Chlamydia trachomatis ELISA (IgA, IgG, IgM)
Anti-Chlamydia pneumoniae ELISA (IgA, IgG, IgM)
Anti-Toxoplasma gondii ELISA

(IgG, IgM, Avidity IgG, CSF IgG, IgA)
Anti-Rubella Virus ELISA

(IgG, IgM, Avidity IgG, CSF IgG, Glycoprotein IgM)

Anti-CMV-IIFT (IgA, IgG, IgM, Avidity IgG)
Anti-Chlamydia trachomatis IIFT (IgA, IgG, IgM)
Anti-Chlamydia pneumoniae IIFT (IghA, IgG, IgM)
Anti-Toxoplasma gondii IIFT (IgG, IgM, Avidity IgG)
Anti-Rubella Virus IIFT (IgG, Avidity IgG)
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TUV Rheinland Doc. 4/4, Rev. 0
LGA Products GmbH

TillystraRe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

Anti-Chlamydia trachomatis MIF (IgA, IgG, IgM)
Anti-Chlamydia pneumoniae MIF (IgA, IgG, IgM)
Anti-Chlamydia psittaci MIF (IgA, IgG, IgM)
Anti-Rubella Virus Westernblot (IgG)

Anti-Chlamydia trachomatis-EUROLINE-WB (IgA, IgG)

Multimarker Controls for Euroimmun ELISA

HL 60118880 0001
21264033 001

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Lubeck

Deutschland

EUROLINE Anti-TO.R.C.H.-Profile (IgG, IgM)
EUROCLINE Anti-TO.R.C.H. 10-Profile (IgG)

EUROArray STI

Date: 2017-05-18
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"U-JJHHT'YA" EOOJ E-LINGUA Ltd.

1p. Codus, Gyit. Suro Caxbsos 10 Bulguriu, Sufiy, 10 Yutko Sukusov Blvd.
ten./dake: (02) 944 70 11 tel./fax: (+359.2) 94470 11 _
e-mail: office@elingua.bg; www.elinguabg  e-mail: ollice@elmgua. by, www.clingua. bg
AreHuud 3a NpeBoax Trauslation Agency
N
\
IIpeBon OT aHMIMHCKH €3HK AN
Medizinische
EUROIMMUN Labordiagnostika
AG

€ 0197

JEKJIAPAIIMSA 3A CBOTBETCTBHE

EUROIMMUN Medizinische Labordiagnostika AG
Cuitxamn 31, D-23560, Jliobek, I'epmanys

ZieKIapHpa Ha CBos oTroBopHocT, 94e ELISA npoxnykrure:

Anti-Toxoplasma gondii-ELISA (IgG) EI 2410-9601 G
Anti-Toxoplasma gondii-ELISA (IgM) EI 2410-9601 M
Anti-Toxoplasma gondii-ELISA (IgA) EI 2410-9601 A
CSF: Anti-Toxoplasma gondii ELISA (IgG) EI 2410-9601-L G
Avidity: Anti-Toxoplasma gondii-ELISA (IgG) EI 2410-9601-1 G
CSQ pair of controls Anti- Toxoplasma gondii (IgG) EI 2410-0208-8 L G

(AupextuBa 98/79/EC 3a u3ennsTa 3a HH BHTPO Auarsocruka, Anexc II, Cnucek ,,B”

(HaUMEHOBaHKe Ha MPONYKTa, HOMEP Ha NMOPBHYKATA)

OTrOBapsAT Ha H3UCKBAHUATA Ha!

Jupexrusa 98/79/EC 3a MeAMUMHCKHTE H3JeJIHst 332 HH BUTPO AHATHOCTHKA, AHekc IV,
ot 27 okromBpu 1998 .

Jirobexk, 21.05.2010 1. /nodnuc ne ce yeme/ /noonuc e ce yeme/
(MsCTO H RaTa Ha H3/aBaHe) * JI-p Bondranr llnym6eprep Cy3ane AjexcadpoBuy
UneH Ha CpBeTa Ha Uner Ha CpBeTa Ha JUPEKTOPHTE
JUPEKTOpUTE
Haumenosanne Ha noxymenra: Declaration of Conformity (Tuev Rhemland) (HV 1502_F _UK_B03) Cmp.lorl
Homep Ha aokymenTa: 13380000-0018 Homep Ha pegaxtuara: 00

HMoanucanust Wpalino Bacunes ymocToBepsBaM BEpHOCTTA Ha MPEBOJA OT AHINIMICKA Ha GbIrapckn
MPWIOKEHHA JOKYMEHT. l'IpeBon'L'r CE CHCTOM OT 1 CTpanuua. ‘X\‘
Ipesomay: % A

Usaitno Bacuies (,(' % S i




EUROIMMU N rClle\ebdci:;'cii?.;Sgcnhoestika m
AG
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Declaration of Conformity

EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31, D-23560 Lubeck, Germany

-declare that the ELISA products

Anti-Toxoplasma gondii-ELISA (IgG) El 2410-9601 G
Anti-Toxoplasma gondii-ELISA (IgM) El 2410-9601 M
Anti-Toxoplasma gondii-ELISA (IgA) El 2410-9601 A
CSF: Anti-Toxopl. gondii ELISA (I1gG) El 2410-9601-L G
Avidity: Anti-Toxoplasma gondii-ELISA (IgG) El 2410-9601-1 G

CSQ pair of controls Anti-Toxoplasma gondii (IgG) El 2410-0208-8 L G
(IVDD 98/79/EC, Annex I, List B)

(product name, order no)

meet the demands of

Directive 98/79/EC on in vitro diagnostic medical devices, Annex IV
of 27 October 1998 [

/
/

(
PP st sl f s/

(Place and date of issue) Wolfgang Schlumberger, PhD Susanne Aleksandrowicz
- Member of the Board - - Member of the Board -

Dokumenten-Name.: Declaration of Conformity (Tuev Rhehland) (HV_1502_F_UK_B03)
Dokumenten-Nr.: 13380000-0018

&




FEATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+3592) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 232 26 94 Phone: +381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax: +381 112832850
Fax: (+3592) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E-mail: office@elta90.eu; www.elta90.com Mobile phone: +40 7313 16076

\

\

TIEKJIAPAILIVS

Honynoamucanust Teongop Usanos 3am¢pupos
(mpume umena)

B KauecTBOTO CH Ha Ynpasuten, Ha ,,EJITA 90M*“ OO, EUK (BYJICTAT) 130469816 , cne
cefamie U anpec Ha ynpasnenue rp. Codus, n.k. 1000, yau.,JQynas“ 19, Bx. A, er.1, an.2,
Y4aCTHHK B O0OMIeCTBEHa MOphYKA C TMpeaMeT: ,/ocmaéka Ha OuUAZHOCMUKYMU U
xoncymamusu 3a CIIHH, eupycuu xenamumu B u C, cugpunuc u Opyzu cexcyanuo
npedasanu ungpexyuu no Hayuonanna npozpama 3a npegenyusa u koumpon na XUB u
ceKkcyanno npeoasanu ungexyuu ¢ Penybnuxa bvneapus 2017-2020 2. 3a Hyncoume Ha
cmpanama npe3 2018 2.”,

AEK/TIAPHPAM, YE:

aKo 3a H3pa60TBaHe Ha HAKOHU TE€CTOBE HAMA HaJIMYHA arnaparypa, HUC 1€ NpeaOCTaBUM H 1IC
noaaepp)XaMe TakKaBa 3a BPEMETO, B KOCTO HIE CC I/I3pa6OTBaT caMO IOOCTaBCHHTC OT Halla

CTpaHa TECTOBE.
Marta: 14.05.2018 r. HEKJIAPATOP: ............ r
['p. Codus /II-p Teomop 3amp¥

"

A

IBAN (8 1eBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, ¢usruan "AkcakoB”;  ID No: BG 130 469 816




FEATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+3592) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021232 26 94 Phone: +381 11 2832 650
Tel.: (4+359 2) 9839649, 9832209 +4021 232 26 95 Fax:  +381 112832850
Fax: (+3592) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076 )
—~
JHEKJIAPALIUA

Honynoanucanust Teonop Usanor 3amdbupos
(mpume umena)

B KQ4€CTBOTO CH Ha Ympasuren, Ha ,,EJITA 90M“ OO/1, EUK (BYJICTAT) 130469816 , che
ceJanyine M aapec Ha ynpasienue rp. Codus, n.x. 1000, yn. ,,Jynas®“ 19, Bx. A, et.1, an.2 ,
Y4aCTHHK B oOIiecTBeHa moOphuYKa C mpeaMeT n/Jocmaska Ha OuazZHOCMUKYMU U
koncymamueu 3za CIIHH, eupycnu xenamumu B u C, cugunuc u opyzu cexcyanno
npedasanu ungexyuu no Hayuonanna npozpama 3a npeseHyus u konmpoa Ha XHB u
ceKcyanno npeoaganu ungpexyuu ¢ Penyonuxa bvnzapua 2017-2020 2. 3a nyxcoume na
cmpanama npes 2018 2.”,

AEKIIAPHPAM, YE:

me MmogabpKaMe 3a Halma CMCTKa HaTHYHATA H3BbHIAapaHLHHUOHHA arnaparypa Ha KOoATO LIC
I/I3p360TBaT JOCTaBsIHHUTE OT HAaC TECTOBE.

Harta: 14.05.2018 r. JEKJIAPATOP:................
I'p. Codus /I1-p Teonop 3amdupos — Y

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, dusuas "Axcako8"; 1D No: BG 130 469 816



FEATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str. ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+ 359 2) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021 232 26 94 Phone: +381 11 2832 650
Tel.: (+359 2) 9839649, 9832209 +4021 232 26 95 Fax: +38111 2832 850
Fax: (+359 2) 9832211 Fax: +4021 232 26 96 office @elta90ms.com
E-mail: office@elta90.eu; www.elta90.com Mobile phone: +40 7313 16076 Q-
D
TEKJIAPALIAA

Honynonnucanusat Teomop MsanoB 3amdupos
(mpume umena)

B Ka4eCTBOTO cH Ha Ympasuren, Ha ,,EJITA 90M* OO/, EUK (BYJICTAT) 130469816 , cpc
ceJaluile ¥ aapec Ha ynpasieHue rp. Codus, n.x. 1000, yn. ,Jynas“ 19, Bx. A, er.1, an.2
YYaCTHUK B OOLIECTBEHa MOpbuka c IpeaMeT,/Jocmaséka Ha OuazHOCMUKymMu u
koncymamueu 3a CITHH, eupycnu xenamumu B u C, cugpunuc u opyzu cexkcyanno
npedaganu unpexyuu no Hayuonanna npozpama 3a npesenyus u xoumpon na XHB u
cekcyanno npeoaganu un@exuuu ¢ Penybruxa bvazapua 2017-2020 2. 3a Hysucoume Ha
cmpanama npe3 2018 2.7,

AEK/IIAPHPAM, YE:

npeaocraB€HaTa 3a Halia CMCTKa anaparypa, Ha KOATO 1IC CC pa6OTH C AO0CTAaBCHUTE OT H
TCCTOBE, HIE € C TCXHUYCCKHU ITapaMETPH HE N0- HUCKH OT TE3H Ha ChICCTBYBAIATa.

Hara: 14.05.2018 r.
['p. Codus

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, duauar "AxcakoB8";  ID No: BG 130 469 816



FEATA 90 M

Main office: 1309 Sofia, Bulgaria, 82 Vrania Str.

ELTA 90 Medical Research S.R.L. ELTA 90 Medical Science DOO
Tel.: (+359 2) 9839649, 9832209 Nr.22A, Nicolae G. Caramfil Svetog Klimenta 26
Fax: (+359 2) 9832211 Sector 1, Bucharest; ROMANIA 11050 Belgrade; SERBIA
Storehouse: 1000 Sofia, 19 Dunav Str., Entr. A Tel: +4021232 26 94 Phone: +381 11 2832 650
Tel.: (+ 359 2) 9839649, 9832209 +4021 232 26 95 Fax: +381 112832850
Fax: (+359 2) 9832211 Fax: + 4021 232 26 96 office@eltad0Oms.com
E-mail: office@ elta90.eu; www.elta90.com Mobile phone: +40 7313 16076
~\
JEKJIAPALIA

Honymoanucauust Teonop MBanos 3amdupos

(mpume umeHa)
B Ka4eCTBOTO cu Ha Ympasutel, Ha ,,EJITA 90M“ OO, EUK (BYJICTAT) 130469816 , cse
ceJlanulle U aapec Ha ynpasienue rp. Codus, mx. 1000, yi. ,Jlynas“ 19, Bx. A, et.1, an.2 ,
YYaCTHHK B OOIIECTBEHA TOpPBYKA C NpeaMeT ,/JJocmasxka Ha OuUQZHOCMUKYMU U
koncymamueu 3a CIIHH, eupycnu xenamumu B u C, cugpunruc u opyzu cexcyanuno
npedasanu ungexyuu no Hayuonanna npozpama 3a npesenyuna u xkonmpon na XHB u

cexcyanno npeoasanu ungexyuu ¢ Penybnuxa bvnzapus 2017-2020 2. 3a Hyscoume Ha
cmpanama npe3 2018 2.”,

HAEKIIAPHPAM, YE:

e OCHUTYPHM IMpOorpaMHpaHeTo Ha HaJIH4HaTa anaparypa 3a H3pa60TBaHeTO u
CHHXpPOHH3HPAHETO HAa IOCTAaBEHUTE OT HaC TCCTOBC.

Hara: 14.05.2018 r. HEKJIAPATOP: ........k “ &
I'p. Codus /I-p Teonop 3a ’

IBAN (8 reBa): BG 09 UNCR 9660 1037 9234 10; BIC: UNCRBGSF YHUKPEAUT BYABAHK, duauan "AxcakoB8"; 1D No: BG 130 469 816
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(HaumeHo6aHUe Ha YHACMHUKA)

LIEHOBO NMPEAJIOXKEHME

JomynoAnnuCaHAAT/ a8 a-p Teonop HBanoB 3amdpupos
(mpume umena)

B KauecTBOTO CH Ha YNpaBHTe] B/HA ¢upma ,,EJITA 90 M« OO/, EMK (BYJICTAT)
130469816, chc cenalHIne M afpec Ha YNpaBICHHC Ipai Co¢nus, yauna ,/Aynas, Nel9,
Bx.A, er.l, amn.2, y4YacTHHK B obmecTBEHa MOpBHYKA C MPEAMET: wocmaexka Ha
OUAZHOCMUKYMU U KOHCYMAmueu 3a CITHH, supychu xenamumu B u C, cugunuc u opyzu
CeKCyanno npedasanu undexuuu no Hayuonania npozpama 3a npeéeHiUA U KORMPOR HA
XHB u cexcyanHo npedaeanu unpexuuu 6 Penyénuxa Bwnzapun 2017-2020 2. 3a
Hy»coume Ha cmpanama npes 2018 2.”, exnmioueawa 44 obocobenu nozuyuu 3a
o0bocobena/u- no3uyua/u:

Ne 11 — Tecmoge 3a duaznocmuxa na Toxconnasmosa ELISA IgM
Ne 12 — Tecmoge 3a duaznocmuxa na Toxconnasmosa ELISA IgG
Ne 13 — Tecmoee 3a duaznocmuxa nHa Toxconnaimosa ELISA IgA

VYBAJKAEMH JAMM U TOCIIOJIA,
C HacToAmoTO BH mpejcTaBsMe HAIIETO HEHOBO IIPEUIOKCHHAE 34 y4acTHE B
obsBeHara oT Bac mpoueaypa 3a Bb3Jiarane Ha oOlIecTBEHaTa NOPHYKa KakTo CICABa:

EiuepuHa LeHa 1o 000coOeHa MO3HMIMA Ne 11 — Tecmose 3a OuazHoCmMuKka Ha
Toxconnazmosa ELISA IgM B pa3Mep :

2.20 aB (CITOBOM /iBa JieBa H ABajeceT crorunkn) 6e3 JUIC

1 2.64 JiB (CTIOBOM [IBa J1eBa H MeCTAeCeT H "ICTHPH crorunkn) ¢ Hagucnen JUIC.

ExuHpyHa LEHA IO oGocobena mnosumus Ne 12 — Tecmoge 3a ouazHocmuka Ha
Toxconnazmosa ELISA IgG B pa3mMep :

2.20 a8 (C7IOBOM 1Ba JieBa H IBajeceT crornnkn) 6e3 JJJIC

1 2.64 1B (CIIOBOM /ABa JieBa H MIECTAECET H 1CTHPH crorunxn) ¢ Hauucnen JJIC.

EjnueuuHa [eHa Mo 000coOeHa MO3MIUHA Ne 13 — Tecmose 3a OuazHocmuxka Ha
Toxconnasmosa ELISA IgA B pa3mep .

2.20 aB (CJI0BOM JBa JieBa B ABA/IECET crorunkn) 6e3 1JIC

1 2.64 1B (CIIOBOM /IBa JIeBa H HIeCTAeCeT H HCTHPH crornnkn) ¢ Hauucnen JJIC.

3a KoMPIEKCHO Oghepupanume no3uYuL, uHGoOpMayuama 3a eOUHUYHAMA YEHA Ce NOBMAapA MOAK08A Nbmu,
KOTIKOMO Cd KOMIIEKCHO oghepupanume RO3Uyuu.

O0ma KOMILIEKCHA oneHKa Ha e¢INHHYHHTE CTOMHOCTH TPEACTABJIABAINA cﬁop oT
¢LOTBETHHTE €AHHUYHH cTOMHOCTH HA OTACJIHHTE NO3HIHH, KOHTO c¢ /AOCTaBHAT
KOMILICKCHO:

6.60 1B (CIOBOM IIECT JieBa H MECTACCET crorunkn) 6e3 JJIC
[Tonsnea ce npu KOMAIEKCHO 0gepupane Ha nO3UuL.




O61ara neHa 3a U3IbJIHEHHE Ha BCHUKH JISHHOCTH OT mpeaMeTa Ha 000co0eHaTa O3HIHUs €:
1900.80 J1B (CIOBOM XHJISiIa H I€BETCTOTHH JIeBa H ocemieceT cToTHHKH) 6e3 JIJIC

1 2 280.96 aB. (CIOBOM /JBe XHJISIAH ABECTA H OCEM/ECET JieBa H AeBeTAeCET H IMECT
crorunkH) ¢ HauncieH JUJIC.

Taka mNpemTOKEHHTe LEHH BKIIOYBAT BCHYKH Pa3Xoad [0 KpaeH IOIydare:
CTOMHOCTTa Ha CTOKaTa, OMAKOBKa, 3aCTPaxOBKa M TPAHCIOPT HO KpaeH IONydaresl, IIpU
CPOK Ha TOAHOCT He MO-MatbK OT 75 % (cememueceT M TET HA CTO) OT OOABEHHMSA OT
MpOM3BOAMTENS KBM [aTaTa Ha BCAKAa JOCTaBKa. B npemjioxxeHaTa neHa ca BKIIOYCHH
nporpaMHpaHeTo Ha ~ HaJIMYHaTa  anaparypa, [OAAPBXKara Ha  HalHYHATA
M3BHHIAPaHIMOHHA alaparypa, Ha KOsTO Ie ce H3paboTBar odepUpaHuTe TECTOBE, KAKTO H
o0y4eHHe Ha epcoHasa 3a paboTa ¢ TECTOBETE.

ITocouenute CAUHVYHH IICHH He MOMIeKAT Ha NPOMAHA NIPE3 IEIHA CPOK Ha IehCcTBHE

Ha IOroBOpa 3a H3NBJIHCHHE Ha IMTOPBhYKaTa.
I'IpelmomeHnTe IEHH Cca ONPEIENCHH NPH MBJIHO CBOTBCTICTBHC C YCIOBHATA OT

JOKyMEHTAIUATA 10 Ipolleypara.

I[Ipu HecHOTBETCTBHE MEXIY HpPEIONKEHHTE €IWHUYHA W O0lia leHa, BalujHa e
ObJe eAMHAYHATA [IeHa Ha odepTara.

IIp HeCHOTBETCTBHE MEXIY INpe/JIOXKeHaTa IleHa, H3IHCaHa CJIOBOM H IICHATa,
nocouyeHa ¢ nudpH, BauHa e ObJe LieHaTa, I0COYeHa CIIOBOM.

3agpikaBaMe ce, ako Hamara odepra Obae NpHeTa, Ja H3NBIHHAM H IpeJajeM
JOTOBOPEHHTE KOJMYECTBA AEHHOCTH, CHITIACHO CPOKOBETE W YCNIOBHATA, 3AJICTHAIM B
JIOroBOpA.

TIpu ycnosue, 9e GbieM H30paHH 32 H3MBIHKHTEN Ha 00ECTBEHATa NOPBUIKA, HHE CMe
CBIYIaCHH A3 NOJNIMINEM H TMpPeAOCTAaBHM TrapaHUud 3a M3MBJIHCHHE Ha 3aXb/DKCHHATA IO
ZOroBopa B pasmep Ha 3 % 0T cro¥iHoctra My, 6e3 JUIC B enna ot GopMuTe IOCOYCHH B WL
111, an. 5 ot 3011

CMeTKara, 10 KOATO IIie 6B1aT M3BbpLUIBAHM Pa3IIANIAHKATa [0 JI0TOBOPa, aKo ObeM
onpeneeHH 3a M3IMBIHUTEN HA IIOphUKaTa!

Basxka: ,, YaaKpeaut Byn6anx“ AJl,
IBAN BG 09 UNCR 9660 1037 9234 10, BIC UNCRBGSF.
Turynsap Ha cMeTkara: , EJITA 90 M“ OO

3aGesexka 1: 3a mosumuuTe, KOUTO ce o(epupaT KOMIUIEKCHO ce NpEACTaBs o0IIO HEHOBO
Ipe/UIOKEHHE M Ce OTOeI3Bar, KakTo €IMHUYHHTe H OOIMTE NEHH 3a BCAKA OTACNHA
nosunus 6e3 u ¢ JJJIC, Taka u o6ma KoMiutekcHa crofinoct Ge3 u ¢ JJJIC, npencrasissaina
c6Op OT CHOTBETHHTE OOIIH CTOMHOCTH Ha OTHEJHHTC INO3HIMH, KOHUTO Ce JOCTaBAT
KOMILIEKCHO.

BaGene:xkka 2: OOmara [eHAa 3a H3NBIHCHHE Ha BCHYKM [IEHHOCTH OT HpeaMera Ha
ob6ocobeHaTa MMO3HMIMSA Ce H34MC/IsBa KaTo TPOU3BEACHHE HA CIUHUYHATA INCHA H
KOJIHYECTBOTO.

Zagenexxa 3: Yuacraunmte, peructpupanu no JJIC, orGenssBar HalHYHETO HA TaKaBa

perucTpanus.

Hata 14/05/2018
Hme u pamununs J-p Teonop 3ambupos

IMoanuc Ha JHIETO K MeYaT




